
UNITED STATES DISTRICT COURT
SOUTHERN DISTAICT OF FLORIDA

UNITED STATES OF AMERICA,

_~ROPHARMA, INC. ,

Plaintiff,

a corporation,
and VICTOK G. FARINA$, REY]qALDO G.
FARINA$, individuals,

Defendants.

gO}~SENT DECREE OF PERMANEHT INJ<~NCTIO[~]

The united States of America, plaintiff, by peter D.

Keisler, Assistant United States Attorney General for the Civil

Division, and Marcos Daniel Jimenez, United States Attorney for

the Southern District of Florida, having filed a complaint for

permanent injunctive relief agains£ Propharma, Inc.

("Propharma"), a corpora~ion, end the following individuals:

Victor G. Farinas, and Reynaldo G. Farinas, (hereinafter,

collectively, "defendants"), and defendants having appeared and

having consented to entry of this Decree ~irhout contest and

before any testimony has been taken, and the United States of

2¢nerica, having consented to this Decree;

IT IS HEKEBY ORDEBJ£D, ADJTJDGED, A~;D DECREED as follows:

1. This Court has jurisdiction over the subject matter of

this action and has personal jurisdiction over all parties to

this action.



2. The Complaint fo~ Permanent Injuncfiotl states a cause

of action against defendants under the Federal Food, Drug, and

Cosmetic Ac£, 21 U.S.C. ~ 301-397 (the "Act").

3, Defendants vio!a~e the Act, 21 U.S.C. ~ 331(a), 

introducin~ and causing to be introduced, and de!~vering and

causing ~o be delivered for introduction, into interstate

co~nerce articles of drug, as defined by 21 U.S.C. ~ 321{g)(I),

that are adulterated within the meaning of 21

~ 351(a) (2) (B), ~n that they have been manufactured, processed,

packed, labeled, held, and distributed in violation of current

good raanufacturing p~actice

~. Defendants violate %he Ac~, 21 U.S.C. ~ 331(k), 

causing the adulteration w~thin the meaning of 21

~ 351(a)(2) (B) of articles of drug, as defined 

~ 321(g) {I), after shipment of one or more of their components 

interstate commerce.

5o Defendants violate the Act, 21 U.S.C. 9 331(a), 

introducing and causing to be introduced, and delivering and

tausing to be delivered for introduction, into interstate

CO~nerce articles of drug, as defined by 21 U.S-C.

that are misbranded under 21 U.SoC. ~ 353(b)(4)(B), £n that 

are not prescription drugs within the meaning of

353(b) (i) but bear the symbol "P~x Only."

6. Defendants violate 21 U.S.C. 331(k), by ~aueing drugs



tAaK defendanCs hold fcr sale after shipment of one or Mere of

their components in interstate cor~nerce to become misbranded

within the meaning of 21 U.S.C. ~ 353(b)(q) (B} 

7. Defendants violate the Act, 21 U.$.C. ~ 331(d) 

introducing and causing to be introduced, and delivering and

causing to be delivered for introduction, into interstate

cemmerce new drugs, as defined by 21 U.S.C. ~ 321 (~), that are

neither approved pursuant to 21 U.S.C. ~ 355(a), nor exempt from

approval pursu&nt to 21 U.S.C. ~ 3~5(i).

8. Upon entry of this Decree, defendants and each and all

of their directors, officers, agents, representatives, employees,

attorneys, successors, and assigns, and any and all persons i~

active concert or participaKion with any of ~hem who receive

actual notice of this Decree by personal service or otherwise~

are permanently restrained and enjoined under 21 U.S.C. ~ 332(a)

from directly or indirectly manufacturing, p~ocessing, packing,

labeling, holding, or distributing any articles of drug, as

defined by 21 U.S.C. ~ 321(g)(i), at or from Propharma’s

facilities at 7760 NW 56th Street in Mi~i, Florida or 3307 N~

74th Avenue, Miami, Florida, unless and until:

A. Defendants’ methods, facili[ies, and controls used

5o manufacture, process, pack, label, hold, and distribute drugs

are e~tablished, operated, add administered in compliance with

CQMP. See ~i C.F.R. Parts 21O and 211.



B. Defendants retain, at defendants’ expense, an

independen~ person or persons (the "expert"), to make inspections

of their drug manufacturing facilities to determine whether the

methods, facilities, and controls are operated and administered

in cenformity with CGMP. The expert shall be qualified by

education, training, and experience to conduct such inspections,

and shall be without personal o~ financial ties (other than the

consulting agreement between the parties) to defenc~nts or their

immediate families. Defendants shall notify FDA in writing of

the identity of the expert as soon as they retain such expert.

The expert shall:

i) Perform a comprehensive inspection of

defendants’ facilities and the methods and controls used for

manufacturing, processing, packing, labeling, holding, and

distributing drugs to determine whether they are in compliance

wi[h CGMP;

ii] When appropriate, and after providing FDA

with no less than five (5) business days prior notice, certify 

writing to FDA that defendants’ facilities, methods, and controls

are in compliance with CGMP; and

iii] Submit to FDA as part of the certification a

full Bnd complete written report prepared by the expert of the

results of his or her inspection.

C. Defendants cease manufacturing, processing,



packing, labeling, holding, and/or distributing OTC dr~g

products, including but no~ limited to, DEKA Cough/Cold Formula,

Uni-Hist DM Fediatric Syrup, DECON-DM, Panatuss DX, TIgSSAFED EX,

TUSSIPHEN-DM ant~tussive/expectorant, HISDEC

Antihistamine/Decongestant products, and similar OTC products

that have the "Rx Only" symbol on their labeling, and ensure that

the "Rx Only" symbol appears only on the labeling of drug

products that are prescription drugs under the meaning of 21

U.S.C. ~ 353(b).

D. Defendants ensure that those drug products that

Fropharma manufactures, processes, packs, labels, holds, and

distributes pursuant to the FDA monograph concerning "cold,

Cough, Allergy, Bronchodilator, and Antiasshmanic Drug Products

for Over-the-Counter H~u~an Use," 21 CoF.K. Part 341, are in

strict compliance with the FDA monograph. Defendants shall also

ensure that any drug products they manufacture, process, pack,

label, holdf and/or distribute that deviate from an FDA monograph

are the subject of an approved new drug application under 21

U.S.C. ~ 355(a) or an investigational new drug application under

21 U.S.C. ~ 355(i).

E. Defendants report to FDA in writing the actions

they have taken no: (I) correct the CGMP deviations set forth 

the Complaint and ensure that the methods used in, and the

facilities and controls used for, manufacturing, processing,



packing, labeling, holding, and distributing drugs are operated

and administered in conformity with CGMP; (2) correct the

misbranding violations set forth in the Complaint and ensure that

OTC drug products are nou represented to be prescription drug

products; and (3) correct the unapproved new drug violations set

forth in the Complaint and ensure that their drug products are in

strict conformity with appiioable monographs or are the subject

of approved new drug applications under 21 U.S.C. § 355(a) 

investigational new d~-ug applications under 21 U.S.C. § 355(i).

F. Within five (~) business days after receiving the

expert’s certification and report Fursuant to subparagraphs

8(E) (i) and (li), or as soon thereafter as is reasonably

practicable in the event that FDA representatives are attendinq

to FDA matters that cannot be rescheduled, duly authorized FDA

represen~atives make such inspections, as FDA deems necessary and

without prior notice, of defendants’ facilities, including

buildings, equipment, finished and unfinished matezials,

containers, and labeling, and all records relating ~o the methods

used in, and the facilities and controls used for, the

manufacturing, processing, packing, labeling, holding, and

distribution of drugs, to d~tel-min~ whether the requirements of

this Decree have been met, and whether defendants’ facilities are

otherwise operating in compliance with CGMP, the regulations



including b~t not limited to the OTC monographs,

the Act; and

G.

appear zo be

and implementing

FDA notifies defendants in writing that defendants

in compliance with the requirements set forth in

Paragraphs 8(A)-(E}.

9. After defendants receive written notice from FDA

pursuant to Paragraph 8(G) that they appear to be in compliance

with Paragraphs 8(A)-(E) of this Decree, defendants and each 

all of their directors, officers, agents, representatives,

employees, attorneys, successors, and assigns, &nd any’and all

persons in active concert or participation with any of ~hem who

receive actual notice of this Decree by personal service or

otherwise, are permanently restrained and enjoined from directly

or indirectly doing or causinq to be done any act that:

A. Violates 21 U.S.C. ~ 331(a) by introducing 

causing to be introduced into interstate commerce, or delivering

or causing to be delivered for introductibn into interstaue

commerce, any article of drug that is adulterated within the

meaning of 21 U.S.C. ~ 351[a) (2) (B); 

B.’ Violates 21U.S.C. ~ 331(k) by causing any article

of drug to become adulterated within the meaning of 21 U.S.C.

E 351(a)(2)(B), after shipment of one or more of "its components

in interstate commerce;

C. Violates 21 U.S.C. ~ 331(a), by introducing and



causing to be introduced, and delivering and causing to he

delivered for introduction, into interstate commerce articles of

drug, as defined by 21 U.S.C. ~ 321(g) (I], that are misbranded

under 21 U.S.Co ~ 353{b] (4) (B), in that they are not prescriptior~

drugs within the meaning of 21 U.S.C. 3531b) [i) but Dear the

symbol "F~x Only";

D. Violates 21 U.S.C. 331(k), by causing drugs that

defendants hold for sale after shipment of one or more of their

componen%s in interstate commerce to become misbranded within the

meaning of 21 U.S.C. ~ 353(b) (~) (B); 

E. Violates 21 U.S.C. ~ 331(d) by introducing

and causing to be introduced, and delivering and causing to be

delivered for introduction, into interstate commerce new drugs,

as defined by 21 U.S~C. ~ 321(p), that are neither avproved

pursuant to 21 U.S.C. ~ 355(a), nor exempt from approval pursuant

to 21 U.S.C- ~ 355(i).

I0. After defendanzs h~ve complied with Paragraphs 8(A)-

(E) and FDA has notified them pursuant to Paragraph

defendants shall retain an independent person or persons (the

"auditor") to conduct audit inspections of their drug

manufacturing operations no~ less than once every six (61 months

for a period of three (3) years and not less than once every

twelve (12) months for a period of one (i] year thereafter. 

8



defendants choose, the auditor may be the same person or persona

retained as the expert in Paragraph BIB).

A. At the conclusion of each audit inspec[ion, the

auditor shall prepare a written audit report (the "audit report")

analyzin~ whether defendants are in compliance with CGMF and

identifying any deviations from CGMP ("audit report

observations"). As a part of every audit report, except the

first audit report, the auditor shall assess the ade~dacy of

corrective actions taken by defendants to correct all previous

audit report observations. The audit reports shall be delivered

contemporaneously to defendants and FDA by courier service or

overnight delivery sel-~ice, no later than fifteen (15) business

days after the date ~he a~dit inspections are completed. In

addition, defendants shall maln~ain the audit re~or~s in separate

files at their facility and shall promptly make the audit reports

available to FDA upon request.

B. If an audi~ report contains any audit report

observations, defendants shall, within thirty (30) calendar days

of receipt of the audit report, correct those observations,

unless FDA notifies defendants that a shorter time period is

necessary- If, after receiving the audit report, defendants

believe [hat correction of the deviations will take longer ~han

thirty (30) calendar days, defendants shall, within twenty (20)

calendmr days of receipt of the audit report, propose a schedule



for completing corrections ("correction schedule"}. Than

correction schedule must be reviewed and approved by FDA in

writing prior to implementation. Defendants shall complete all

corrections according to the approved correction schedule.

Within thirty (30) calendar days of defendants’ receipt of 

audit report, or within the time period provided in a correction

schedule approved by FDA, the auditor shall review the actions

%aken by defendants to correct the audit report observations.

Within five [5) business days of beginning that review, the

auditor shall report in writing to FDA whether each of %he audit

report observations has been corrected.

ii. If, at any time after this Decree has been entered, FDA

determines, based on the results cf an inspection, the analyses

of samples, a report or data prepared or submitted by defendants,

the expert, the auditor, or any other information, that

defendants have failed to comply with any provision of this

Decree, or have violated the Act, its implementing regulations,

or CGMP, or that additional corrective actions are necessary Ko

achieve compliance with this Decree, the Act or CGM~, tea may, as

and when it deems necessary, order defendants in writing to take

appropriate action~ including, but not limited to, one or mere of

the following actions:

A. Cease manufacturing, processing, packing,

labeling, holding, and distributing any or all drug(s);

i0



B. Revise, modify, or expand any report(s) or plan(s)

prepared pursuant to this Decree2

C. Submi~ additional reports or information to FDA:

D. Recall specified drug products released or

distributed by defendants or that are under the custody and

control of defendants’ agents, distributors, customers, or

consumers. Defendan[s shall bear the costs of such recall~s)

and/or

E. Take any other corrective action(s) as FDA, in ~[$

discrezion, deems necessary zo protect the public health or bring

defendants into compliance ~ith the Act, its implementing

regul.ations, CGMP, or this Decree.

12. Any order issued pursuant to paragraph iI shall issue

from the Director, Florida District Office and shall specify the

deficiencies or violations giving rise to the order.

A. Unless a different time frame is specified by FDA

in its order, within ten (i0) business days after receiving 

order pursuant to paragraph ii, defendants shall notify FDA in

writing either that (l) defendants are undertaking or have

undertaken corrective action, ~n which event defendants also

shall describe the specific action taken or to be taken and the

schedule for completing the action; or (2) defendants do not

agree with EDA’s order.

B. if defendants notify FDA that they do not agree

ii



wish FDA’s order, defendants shall explain in writing the basis

for their disagreement; in so doing, defendaets alao may propose

specific alternative aosions and specific time frames for

achieving FDA’s objecsives.

C. [f defendants advise FDA in writing ~hat they do

not agree with FDA’s order, FDA will review defendants’ written

material and thereafter, in writing, affirm, modify, or withdraw

its order, as the Agency deems appropriate. If FDA affirms or

modifies its order, defendants shall, upon receipt of FDA’s

order, immlediately implement the order (as modified, if

applicable).

13. Any cessation of operetions pursuant to paragraph ii

shall continue until FDA notifies defendants in writing that

defendants eppear to be in compliance with the Act, its

implementing regulations, CC4d.B, and the requirements of this

Decree, and that defendants may, therefore, resume operations.

14. Representatives of FDA shall be permitted, without

prior notice and as and when YDA deems necessary, to make

inspections of defendants’ places of business and take any other

measures necessary to monitor and ensure continuing compliance

with the norms of this Decree. Duzing such inspections, FDA

representatives shall be permitted access to buildinga,

equipment, in-process and finished materials, containers, and

labeling therein; to take phmtographs and make video recordings;

12



to hake samples of defendants’ finished and unfinished materials

and productsr containers, and labeling; and to examine and copy

all records relating to the receipt, mmnufacture, processif~g,

packing, labeling, holding, and distribution of any and all drug

products, including ccmponents. The inspections shall be

per]nitted upon presentation of a copy of this Decree and

appropriate credentials. The inspection authority granted by

this Decree is separate from, and in addition to, the authority

to conduct inspections under the Act, 21 U.S.C. ~ 374.

15. Defendants shall reimburse FDA for the costs of all FDA

inspections, investigations, supervision, reviews, examinations,

and analyses specified in this Decree or that FDA deema necessary

to evaluate defendants’ compliance with this Decree. The costs

of such inspections shall be borne by defendants at the

prevailing rates in effect at the time the costs are incurred.

As of the date than this Decree is signed by the parties, these

rakes are: $69437 per hour and fraction thereof per

representative for inspection work; $83.15 per hour or fraction

thereof per representative for analytical or review work; $0.385

per mile for travel expenses by automobile; government rate or

the equivalent for travel by air or other means; and the

published government per diem rate or the e~uivalent for the

areas in which the inspections are performed per-day, per-

representanive for subsistence expenses, where necessary. In the

13



event than the standard rates applicable to FDA supervision of

court-ordered compliance are modified, these rates shall be

increased or decreased without further order of Khe Court.

!6. Within ten (I0) calendar days after the entry of this

Decree, defendants shall provide a copy of ~his Decree, by

personal ~ervice or registered mail, to each and all

of their directors, officers, agents, representatives, employses,

attorneys, successors, and assigns, and any and all persons in

active concert or parsicipation with any of them, and post a copy

of this Decree in the employee common areas at their

manufacturing facilities. Within thirty (30) calenda~ days 

the date of entry of this Decree, defendants shall provide to FDA

an affidavit of compliance stating the fact and manner of

compliance with the provisions of this paragraph and identifying

the names and posit~ons of all persons who have received a copy

of this Decree.

I~. Defendants shall notify FDA at least f~f~een (151

calendar days before any change in ownership or character of

their business, such as dissolution, assignment, or sale

resulting in the emergence of a successor corporation, the

creation or dissol~tion of subsidiaries, or any other change in

the corporate structure of Propharmat Inc., or iD the sale ~r

assignment of any business assets, such as buildings, equipment,

Or inventory, that may affect compliance with this Decree.



Defendants shall provide a copy of this Decree to any pe[ential

successor or assign at least fifteen (15) calendar days bafGre

any sale or assignment. Defendants shall furnish FDA with an

affidavit of compliance with ~his paragraph no later than ten

[i0) calendar days prier to such assignment or change in

ownership.

18. All notifications, cer%ificatlons, reports,

correspondencer and other communications to FDA required by this

Decree shall be addressed to the Director, FDA Florida District

Office, 555 Winderley Place, SuiTe 200, Maitland, Florida 32751.

19. Should the United States bring, and prevail in, a

contempt action to enforce the terms of ~his Decree, defendants

shall, in addition to other remedies, reimburse the United States

for its attorneys’ fees, £ravel expenses incurred by attorneys

and witnesses, court costs, expert witness fees, and

investigational and analytical expenses incurred in b~inging such

action.

20. Defendants shall abide by the decisions of FDA, which

decisions shall be final. FDA decisions under this Decree shall

be reviewed by the Court, if necessary, under the arbitrary and

capricious standazd, 5 U.S.C. 5 706(2) (A) . Review shall be based

exclusively on the written record before FDA at the time the

decision was made. No discovery sha~l be taken by either party.

21. This Court retains jurisdiction of ’this action for the

15



purpose of enforcing or modifying this Decree and for zhe purpose

of granting such additional relief as may be necessary or

appropriate.

22. No sooner nhan five (5) years after entry of this

Decree, defendants ~ay petition this Court for an order

dissolving this Decree. If defendants have maintained to FDA’s

satisfaction a state of continuous compliance with this Decree,

the Act, and all applica~71e requlations during the five (5) years

preceding defendants’ petition, plaintiff will not oppose such

petition.

23. Defendan~s agree ~hat during the term of this Decree,

Mr. S~even J. Tunks will have no responsibilities that impact

Propharma’s CGMP compliance, either as an employee or consultant.

Dated zhis ~ day of /~ , 2004.

IT IS SO ORDE/~ED:
JUDGE

his individual capacity

FOR PLAINTIFF

MARCOS DANIE~ JIMENEZ
United States Attorney

Assistant United States Attorney
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SUSAN STRAWN
Trial Attorney
Office of Consumer. Litigation
Department of Justice

Civil Division

P.O, Box 386
Washington, D.C, 20~44

(202)353-1991

OF COUNSEL:

ALEX M. AZAR II
General Counsel

DANIEL E. TROY
Chief Counsel
Food and Drug Division

ERIC M. BLUMBEKG
Deputy Chief Counsel
for Litigation

MICFJ~EL SHANE
Associate Chief Counsel
for Enforcement
Umited States Department of
Health and Human Services
Office of the General Counsel

5600 Fishers Lane, GCF-I
Rockville, Maryland 20857

(301) 827-2802
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